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DETAILED ACTION 
Notice of Amendment 

1 . In response to the amendment filed on 06/1 9/2006, amended claim(s) 1 , and 
canceled claim(s) 33-35 is/are acknowledged. The current rejections of the claim(s) 1- 
32 is/are withdrawn. The following new and reiterated grounds of rejection are set forth: 

Drawings 

2. Examiner notes Figure 4 is intended to be in color. Color photographs and color 
drawings are not accepted unless a petition filed under 37 CFR 1.84(a)(2) is granted. 
Any such petition must be accompanied by the appropriate fee set forth in 37 CFR 
1.17(h), three sets of color drawings or color photographs, as appropriate, and, unless 
already present, an amendment to include the following language as the first paragraph 
of the brief description of the drawings section of the specification: 

The patent or application file contains at least one drawing executed in color. Copies of this patent or 
patent application publication with color drawing(s) will be provided by the Office upon request and 
payment of the necessary fee. 

Color photographs will be accepted if the conditions for accepting color drawings 
and black and white photographs have been satisfied. See 37 CFR 1.84(b)(2). 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 



(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 

consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 

prior art under 35 U.S.C. 103(a). 

4. Claims 1, 3, 21-24, 27, and 30 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Johnson et al (US 4,881 ,526) in view of Norris (US 4,909,263). 

5. For claims 1, 3, 27, and 30, Johnson et al discloses an intravaginal muscle 
diagnosis/treatment device (10), comprising: a rigid disposable or non-disposable 
insertable cylindrical probe (30) with a rounded tip, a plurality of force transducers (94), 
a plurality of stimulation electrode pairs (16, 18A, 18B), a plurality of amplifiers (42,100), 
and a probe position holding means (36) securing said probe within a body lumen. 

6. For claims 21-24, Johnson et al discloses disposing single and multiple rows of 
piezoelectric transducers (column 6 lines 37-40) and electrical stimulation electrodes in 
a permanently fixed annularly disposed relationship (column 3 lines 5-8). 

7. Johnson et al discloses the claimed invention except for the annularly disposing 
stimulation electrodes and force transducers in a proximate relationship with each other 
around the probe. Norris discloses a body lumen stimulation and force measurement 
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apparatus (10), comprising: annularly disposing stimulation electrodes (19,20) and force 
transducers (30,31) in a proximate relationship with each other around the probe as 
best seen in Figures 2 and 3. It would have been obvious to one having ordinary skill in 
the art at the time the invention was made to modify the stimulating and measuring 
probe as taught by Johnson et al, with Norris for the purpose of increasing the 
measurement efficacy of an intravaginal probe for improved diagnostic data. 

8. Claims 1-4, 20-24, 26-27, and 30 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Hamedi et al (US 5,662,699) in view of Norris (US 4,909,263). 

9. For claims 1, 3, 26-27, and 30, Hamedi et al discloses an intravaginal muscle 
diagnosis/treatment device (10), comprising: a rigid disposable or non-disposable 
insertable cylindrical probe (22) with a rounded tip, a plurality of force transducers 
(32,36), a plurality of stimulation electrode pairs (34,38), a plurality of amplifiers (column 
8 lines 8-14) disposed within the nondisposable section, and a probe position holding 
means (24) securing said probe within a body lumen. 

10. For claim 2, Hamedi et al discloses a disposable ribbed sheath (14) capable of 
measuring insertion depth. 

11. For claim 4, Hamedi et al discloses an electrical interface unit (78) comprising 
amplifiers, generators, parameter control (gain, offset, etc), A-D conversion, and a 
computer connection means (column 7 line 51 - column 8 line 21). 

12. For claims 20-24, Hamedi et al discloses disposing on a sheath single and 
multiple rows of force measuring transducers and electrical stimulation electrodes in a 
permanently fixed annularly disposed relationship (column 4 line 64 - column 5 line 65). 
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13. Hamedi et al discloses the claimed invention except for the annularly disposing 
stimulation electrodes and force transducers in a proximate relationship with each other 
around the probe. Norris discloses a body lumen stimulation and force measurement 
apparatus (10), comprising: annularly disposing stimulation electrodes (19,20) and force 
transducers (30,31) in a proximate relationship with each other around the probe as 
best seen in Figures 2 and 3. It would have been obvious to one having ordinary skill in 
the art at the time the invention was made to modify the stimulating and measuring 
probe as taught by Hamedi et al, with Norris for the purpose of increasing the 
measurement efficacy of an intravaginal probe for improved diagnostic data. 

14. Claims 5-6, 15-19, 25, and 32 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Hamedi et al in view of Norris and in further view of Sarvazyan (US 
5,836,894). 

15. For claims 5-6, Hamedi et al in view of Norris discloses the claimed in vivo 
measurement probe except for providing battery power to the electrical components and 
a battery powered portable computer for signal processing. Sarvazyan teaches an in 
vivo force measurement probe comprising an array of strain gauge pressure sensors 
(337A, 337B) having controlling battery-powered portable electronics including a six 
channel amplifier (338), an A/D converter (340), a computer (341), and computer 
connection as seen in Figure 18. It would have been obvious to one having ordinary 
skill in the art at the time the invention was made to modify the in vivo measurement 
probe as taught by Hamedi et al in view of Norris, with Sarvazyan for the purpose of 
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testing/measuring parameters of a patient via a measurement device and portable 
electronics in a remote and/or comfortable environment. 

16. For claims 15-16, Hamedi et al in view of Norris discloses the claimed in vivo 
measurement/stimulation probe except for the means of holding the probe comprising a 
probe base connection housing having a probe connector connecting the non- 
disposable section of the probe within said housing and axial displacement sensors. 
Sarvazyan teaches an in vivo force measurement/stimulation probe comprising a probe 
holding means (1 14) having a connector connecting the non-disposable section of the 
probe with said housing as seen in Figure 10A and 15A and further comprising axial 
displacement sensors (103). It would have been obvious to one having ordinary skill in 
the art at the time the invention was made to modify the in vivo measurement probe as 
taught by Hamedi et al in view of Norris, with Sarvazyan for the purpose of housing a 
testing/measuring device that determines the parameters of a patient via a 
measurement device configured to evaluate tissue motion when subjected to external 
stimuli. 

17. For claim 17, Hamedi et al in view of Norris discloses the claimed in vivo 
measurement/stimulation probe except for the means of holding the probe comprising a 
probe base connection housing having a calibrated spring system resisting probe axial 
displacement. Sarvazyan teaches an in vivo force measurement/stimulation probe 
comprising a probe holding means (114) having a calibrated spring system (116, 117, 
118) resisting probe axial displacement (column 12 lines 59-66). It would have been 
obvious to one having ordinary skill in the art at the time the invention was made to 



Application/Control Number: 10/684,118 Page 7 

Art Unit: 3736 

modify the in vivo measurement probe as taught by Hamedi et al in view of Norris, with 
Sarvazyan for the purpose of housing and calibrating a testing/measuring device that 
determines the parameters of a patient via a measurement device configured to 
evaluate tissue motion when subjected to external stimuli. 

18. For claim 25, Hamedi et al in view of Norris discloses the claimed in vivo 
measurement probe except for measuring directional radial force components. 
Sarvazyan teaches an in vivo force measurement probe comprising an array of strain 
gauge pressure sensors (337A, 337B) for measuring the radial position and orientation 
of forces (column 2 lines 55-60). It would have been obvious to one having ordinary 
skill in the art at the time the invention was made to modify the in vivo measurement 
probe as taught by Hamedi et al in view of Norris, with Sarvazyan for the purpose of 
testing/measuring parameters of a patient via a measurement device configured to 
evaluate tissue motion when subjected to external stimuli. 

19. For claim 32, Hamedi et al in view of Norris discloses the claimed in vivo 
pressure measurement probe having stimulation/measurement electrodes that measure 
electromyography potentials (column 8 lines 8-14) except for simultaneously measuring 
pressure. Sarvazyan teaches an in vivo force measurement probe comprising an array 
of strain gauge pressure sensors (337A, 337B) for measuring the radial position and 
orientation offerees (column 2 lines 55-60). It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to modify the in vivo 
measurement probe as taught by Hamedi et al in view of Norris, with Sarvazyan for the 
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purpose of testing/measuring parameters of a patient via a measurement device 
configured to evaluate tissue motion when subjected to external stimuli. 

20. Claims 7-14 and 18-19 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Hamedi et al in view of Norris and in further view of Black (US 
6,926,006). 

21 . For claims 7-8 and 14, Hamedi et al in view of Norris discloses the claimed in 
vivo measurement probe except for the probe holding means comprising an 
examination platform with detachable probe holder that connects to the non-disposable 
section of the probe. Black teaches a probe holding means comprising table 12 and an 
adjustable probe holder (76) in detachable engagement with said table and that is 
adjustable to configure the tilt angle and penetration depth as best seen in Figure 3. It 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to modify the in vivo measurement probe as taught by Hamedi et al in view of 
Norris, with Black for the purpose of providing a configurable probe holder and platform 
for the penetration of body orifices by a probe to strengthen pelvic muscles. 

22. For claims 9-13, Hamedi et al in view of Norris discloses the claimed in vivo 
measurement probe except for an examination platform placed on a bed, table or wall- 
mounted comprising first padded section, second padded section comprising 
detachable probe holder, handles disposed on first and second sections, and a hinge 
connecting said first and second sections whereby the platform folds into a parallel 
relation and is capable of being carried by said handles. Black teaches a an 
examination platform (10) inherently capable of being placed on a bed or table 
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comprising first padded section (12), second padded section (54) wherein detachable 
probe holder (76) is adjacently attached, handles (60, 62, 64, 66) disposed on first and 
second sections, and a hinge (32,34) connecting said first and second sections whereby 
the platform is inherently capable of folding into a parallel relation and carried by said 
handles. It would have been obvious to one having ordinary skill in the art at the time 
the invention was made to modify the in vivo measurement probe as taught by Hamedi 
et al in view of Norris, with Black for the purpose of providing a configurable probe 
holder and platform for the penetration of body orifices by a probe to strengthen pelvic 
muscles. 

23. For claims 18 and 19, Hamedi et al in view of Norris discloses the claimed in vivo 
measurement probe except for a connection housing attachable to probe base 
connection housing attached to a spring attached to a cross-member and a support 
structure comprising a padded support structure for an individual's inner thigh. Black 
teaches a an examination platform (10) comprising a connection housing (76) 
comprising a leaf spring (72) attached to a cross-member (26) attached to said 
connection housing and further comprising a support structure (52,56) covered with 
pads inherently capable of supporting an individual's inner thigh. It would have been 
obvious to one having ordinary skill in the art at the time the invention was made to 
modify the in vivo measurement probe as taught by Hamedi et al in view of Norris, with 
Black for the purpose of providing a configurable probe holder and padded leg-support 
structures for the penetration of body orifices by a probe to strengthen pelvic muscles. 
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24. Claims (28, 29, and 31) are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Johnson et al. Johnson et al discloses the claimed invention 
including disposed the electrodes in a proximal relation to the distal tip but does not 
disclose expressly the claimed probe diameter and length (column 3 line 55 - column 4 
line 1 2). It would have been an obvious matter of design choice to a person of ordinary 
skill in the art to modify in vivo force measurement and electrical stimulation apparatus 
as taught by Johnson et al with the claimed dimensions, because Applicant has not 
disclosed that the dimensions provide an advantage, is used for a particular purpose, or 
solve a stated problem. One of ordinary skill in the art, furthermore, would have 
expected Applicant's invention to perform equally well with intravaginal or intrarectal 
probe suitable for human anatomy as taught by Johnson et al, because it provides a 
suitable structure for probing bodily orifices and since it appears to be an arbitrary 
design consideration which fails to patentably distinguish over Johnson et al. 

Therefore, it would have been an obvious matter of design choice to modify 
Johnson et al to obtain the invention as specified in the claim(s). 

Response to Arguments 

25. Applicant's arguments with respect to claims 1-32 have been considered but are 
moot in view of the new ground(s) of rejection. 
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Conclusion 

26. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jeffrey G. Hoekstra whose telephone number is 
(571)272-7232. The examiner can normally be reached on Monday through Friday, 
8:00 a.m. to 5:00 p.m. EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max F. Hindenburg can be reached on (571)272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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